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AMENDMENT B 



Sir: 

In response to the Office action dated December 8, 2005, the time for response to which 
has been extended by three (3) months, please amend the above-identified application as 
follows: 

Amendments to the Claims are reflected in the listing of claims that begins on page 2 of this 
paper. 



Remarks/Arguments begin on page 6 of this paper. 



Application Serial No. 10/008,223 [Attorney Docket No. 3409/1/US (PC31293)] 

Amendment dated June 8, 2006 

Reply to Office action dated December 8, 2005 

AMENDMENTS TO THE CLAIMS 

This listing of claims will replace all prior versions, and listings, of claims in the 
application: 

Listing of Claims: 

Claims 1-17 (cancelled). 

Claim 18 (currently amended): A solid pharmaceutical composition that is a dosage form 
selected from the group consisting of a tablet a caplet. a capsule, a drug powder and a 
powder blend, said composition comprising a therapeutically and/or prophylactically effective 
amount of celecoxib and a dispersion-enhancing amount of an effervescent agent, wherein (a) 
the dosage form is adapted for swallowing without prior disintegration in water or in the mouth, 
and (b) the amount of the effervescent agent is not sufficient to substantially enhance 
disintegration of the dosage form in an aqueous medium. 

Claim 19 (cancelled). 

Claim 20 (previously presented): The composition of Claim 18 wherein the rate of dissolution 
of the celecoxib in an aqueous medium is enhanced. 

Claim 21 (original): The composition of Claim 18 wherein the effervescent agent generates 
oxygen or carbon dioxide gas upon contact with water. 

Claim 22 (cancelled). 

Claim 23 (original): The composition of Claim 18 wherein the effervescent agent comprises an 
acid component and a base component. 

Claim 24 (original): The composition of Claim 23 wherein the acid component comprises at 
least one acid selected from the group consisting of citric acid, tartaric acid, malic acid, fumaric 
acid, adipic acid, succinic acid, acid anhydrides and acid salts thereof, and mixtures thereof. 
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Application Serial No. 10/008,223 [Attorney Docket No. 3409/1 /US (PC31293)] 

Amendment dated June 8, 2006 

Reply to Office action dated December 8, 2005 



Claim 25 (original): The composition of Claim 24 wherein the at least one acid is citric acid. 

Claim 26 (original): The composition of Claim 23 wherein the base component comprises at 
least one base selected from the group consisting of carbonate salts, bicarbonate salts, 
sesquicarbonate salts, and mixtures thereof. 

Claim 27 (original): The composition of Claim 26 wherein the at least one base is calcium 
carbonate. 

Claim 28 (original): The composition of Claim 23 wherein the weight ratio of the acid 
component to the base component in the effervescent agent is about 1 :1 00 to about 1 00:1 . 

Claim 29 (original): The composition of Claim 23 wherein the weight ratio of the acid 
component to the base component in the effervescent agent is about 1 :50 to about 50:1 . 

Claim 30 (original): The composition of Claim 23 wherein the weight ratio of the acid 
component to the base component in the effervescent agent is about 1 : 1 0 to about 10:1 . 

Claim 31 (original): The composition of Claim 23 wherein the ratio of the acid component to 
the base component in the effervescent agent is approximately stoichiometric. 

Claim 32 (original): The composition of Claim 18 wherein the effervescent agent is present in 
the composition in an amount of about 1% to about 20% by weight. 

Claim 33 (original): The composition of Claim 18 wherein the effervescent agent is present in 
the composition in an amount of about 2% to about 15% by weight. 

Claim 34 (original): The composition of Claim 18 wherein the effervescent agent is present in 
the composition in an amount of about 3% to about 10% by weight. 
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Application Serial No. 10/008,223 [Attorney Docket No. 3409/1/US (PC31293)] 

Amendment dated June 8, 2006 

Reply to Office action dated December 8, 2005 



Claim 35 (currently amended): The composition of Claim 18 wherein said solid 



Claim 36 (original): The dosage form of Claim 35 wherein said dosage form has a total weight 
of about 1 00 to about 750 mg. 

Claim 37 (original): The dosage form of Claim 35 wherein said dosage form has a total weight 
of about 200 to about 700 mg. 

Claim 38 (cancelled). 

Claim 39 (previously presented): The composition of Claim 35 wherein the rate of dissolution 
of the celecoxib in an aqueous medium is enhanced. 

Claim 40 (original): The composition of Claim 35 wherein the effervescent agent generates 
oxygen or carbon dioxide gas upon contact with water. 

Claim 41 (original): The composition of Claim 35 that is a dosage form selected from the 
group consisting of a tablet, a caplet, a capsule, a drug powder and a powder blend. 

Claim 42 (original): The composition of Claim 35 wherein the effervescent agent comprises an 
acid component and a base component. 

Claim 43 (original): The composition of Claim 42 wherein the acid component comprises at 
least one acid selected from the group consisting of citric acid, tartaric acid, malic acid, fumaric 
acid, adipic acid, succinic acid, acid anhydrides and acid salts thereof, and mixtures thereof. 

Claim 44 (original): The composition of Claim 43 wherein the at least one acid is citric acid. 




s ag e form comprising a th e rapeutica l ly and/or prophylact i ca ll y 
f c e l e coxib and a disp e rs i on- e nhanc i ng amount of an e ffervescent 

dosage form does not exceed about 800 mg in total weight. 
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Application Serial No. 10/008,223 [Attorney Docket No. 3409/1/US (PC31293)] 

Amendment dated June 8, 2006 

Reply to Office action dated December 8, 2005 

Claim 45 (original): The composition of Claim 42 wherein the base component comprises at 
least one base selected from the group consisting of carbonate salts, bicarbonate salts, 
sesquicarbonate salts, and mixtures thereof. 

Claim 46 (original): The composition of Claim 45 wherein the at least one base is calcium 
carbonate. 

Claim 47 (original): The composition of Claim 42 wherein the weight ratio of the acid 
component to the base component in the effervescent agent is about 1 :100 to about 100:1 . 

Claim 48 (original): The composition of Claim 42 wherein the weight ratio of the acid 
component to the base component in the effervescent agent is about 1 :50 to about 50:1 . 

Claim 49 (original): The composition of Claim 42 wherein the weight ratio of the acid 
component to the base component in the effervescent agent is about 1 : 1 0 to about 10:1 . 

Claim 50 (original): The composition of Claim 42 wherein the ratio of the acid component to 
the base component in the effervescent agent is approximately stoichiometric. 

Claim 51 (original): The composition of Claim 35 wherein the effervescent agent is present in 
the composition in an amount of about 1% to about 20% by weight. 

Claim 52 (original): The composition of Claim 35 wherein the effervescent agent is present in 
the composition in an amount of about 2% to about 15% by weight. 

Claim 53 (original): The composition of Claim 35 wherein the effervescent agent is present in 
the composition in an amount of about 3% to about 10% by weight. 

Claims 54-61 (Cancelled). 
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Application Serial No. 10/008,223 [Attorney Docket No. 3409/1 /US (PC31293)] 

Amendment dated June 8, 2006 

Reply to Office action dated December 8, 2005 

REMARKS 

STATUS OF THE CLAIMS 

Claims 18, 20-37, and 39-53 are currently pending and stand rejected under 35 U.S.C. 
§1 03(a) as being obvious over Bolt et al., European Patent No. 396 335 ("Bolt") in view of 
Harrison etal., U.S. Patent No. 6,086,909 ("Harrison"). 

Claims 18 and 35 have been amended and claim 22 has been cancelled. Claim 18 has 
been amended to incorporate the limitations of dependent claim 22. Claim 35 has been 
amended to depend from claim 18. Support for this amendment may be found, for example, at 
page 3, lines 30-32 of the specification. No new matter has been added by these amendments. 

REJECTION OF CLAIMS 18. 20-37. and 39-53 UNDER §1 03(a) 

Reconsideration is respectfully requested of the rejection of claims 18, 20-37, and 39-53 
under §1 03(a) as being obvious over Bolt in view of Harrison. 

Claim 22 has been cancelled, rendering moot its rejection under §1 03(a). 

Claim 18, as amended, is directed to a solid pharmaceutical composition that is a 
dosage form selected from the group consisting of a tablet, a caplet, a capsule, a drug powder 
and a powder blend, said composition comprising a therapeutically and/or prophylactically 
effective amount of celecoxib and a dispersion-enhancing amount of an effervescent agent, 
wherein (a) the dosage form is adapted for swallowing without prior disintegration in 
water or in the mouth, and (b) the amount of the effervescent agent is not sufficient to 
substantially enhance disintegration of the dosage form in an aqueous medium, (emphasis 
added) 

Bolt, on the other hand, describes pharmaceutical compositions - in particular, 
chewable tablets - for oral administration of antibiotics and other medicaments with 
unpleasant taste characteristics. Indeed, Bolt specifically teaches away from dosage forms 
adapted for swallowing without prior disintegration in water or in the mouth: 

Solid dosage forms which are swallowed, such as tablets and capsules, provide 
accurate dosage and avoid taste problems; but since they have to disintegrate in the 
gastrointestinal tract and the medicament has then to dissolve before it can be 
absorbed, absorption tends to be slower than from a suspension, and may be less than 
complete. Also, some patients have difficulty swallowing tablets and capsules, and there 
is a practical limit to the size, and therefore the dose, that can be swallowed. 
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Application Serial No. 10/008,223 [Attorney Docket No. 3409/1/US (PC31293)] 

Amendment dated June 8, 2006 

Reply to Office action dated December 8, 2005 

In general, chewable tablets are advantageous in that they combine the accuracy of 
dosage associated with tablets, with the optimum bioavailability of suspensions. 

Page 2, lines 9-13 and 19-20. 

In addition to the above-cited language, Bolt describes in great detail the technologies 
necessary to taste-mask the medicament with unpleasant taste characteristics. See, e.g., 
pages 2 and 3. Certainly, such taste masking would not be necessary in a solid pharmaceutical 
composition adapted for swallowing without prior disintegration in water or in the mouth, such 
as the composition of claim 18. 

Bolt teaches away from the claimed invention. Harrison describes a vaginal drug 
delivery system, and mentions that COX-2 inhibitors such as celecoxib, meloxicam, and 
flosulide are anti-inflammatory and analgesic compounds. Nowhere does Harrison describe or 
suggest the composition of claim 1 8. 

For the foregoing reasons, claim 18 is patentable over Bolt and Harrison. Similarly, 
dependent claims 20, 21 , 23-37, and 39-53 are also patentable for the same reasons, and for 
the additional features they add. 



The Applicants submit that the present invention is now in condition for allowance. Early 
allowance of all pending claims is respectfully solicited. 



CONCLUSION 



Respectfully submitted, 




Patricia K. Fitzsimmons 
Registration No. 52,894 



Pharmacia Corporation 
Post Office Box 1027 
St. Louis, MO 63006 
Telephone: 314.274.1490 
Facsimile: 314.274.9095 
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